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in which potential subjects will be se-
lected, and adequate provision has been
made by the applicant or offeror for
monitoring the actual informed con-
sent process (e.g., through such mecha-
nisms, when appropriate, as participa-
tion by the Institutional Review Board
or subject advocates in: (i) Overseeing
the actual process by which individual
consents required by this subpart are
secured either by approving induction
of each individual into the activity or
verifying, perhaps through sampling,
that approved procedures for induction
of individuals into the activity are
being followed, and (ii) monitoring the
progress of the activity and inter-
vening as necessary through such steps
as visits to the activity site and con-
tinuing evaluation to determine if any
unanticipated risks have arisen);

(3) Carry out such other responsibil-
ities as may be assigned by the Sec-
retary.

(b) No award may be issued until the
applicant or offeror has certified to the
Secretary that the Institutional Re-
view Board has made the determina-
tions required under paragraph (a) of
this section and the Secretary has ap-
proved these determinations, as pro-
vided in §46.120 of Subpart A of this
part.

(c) Applicants or offerors seeking
support for activities covered by this
subpart must provide for the designa-
tion of an Institutional Review Board,
subject to approval by the Secretary,
where no such Board has been estab-
lished under Subpart A of this part.

[40 FR 33528, Aug. 8, 1975, as amended at 46
FR 8386, Jan. 26, 1981]

§46.206 General limitations.

(a) No activity to which this subpart
is applicable may be undertaken un-
less:

(1) Appropriate studies on animals
and nonpregnant individuals have been
completed;

(2) Except where the purpose of the
activity is to meet the health needs of
the mother or the particular fetus, the
risk to the fetus is minimal and, in all
cases, is the least possible risk for
achieving the objectives of the activ-
ity.

(3) Individuals engaged in the activ-
ity will have no part in: (i) Any deci-

§46.208

sions as to the timing, method, and
procedures used to terminate the preg-
nancy, and (ii) determining the viabil-
ity of the fetus at the termination of
the pregnancy; and

(4) No procedural changes which may
cause greater than minimal risk to the
fetus or the pregnant woman will be in-
troduced into the procedure for termi-
nating the pregnancy solely in the in-
terest of the activity.

(b) No inducements, monetary or oth-
erwise, may be offered to terminate
pregnancy for purposes of the activity.

[40 FR 33528, Aug. 8, 1975, as amended at 40
FR 51638, Nov. 6, 1975]

§46.207 Activities directed toward
pregnant women as subjects.

(a) No pregnant woman may be in-
volved as a subject in an activity cov-
ered by this subpart unless: (1) The
purpose of the activity is to meet the
health needs of the mother and the
fetus will be placed at risk only to the
minimum extent necessary to meet
such needs, or (2) the risk to the fetus
is minimal.

(b) An activity permitted under para-
graph (a) of this section may be con-
ducted only if the mother and father
are legally competent and have given
their informed consent after having
been fully informed regarding possible
impact on the fetus, except that the fa-
ther’s informed consent need not be se-
cured if: (1) The purpose of the activity
is to meet the health needs of the
mother; (2) his identity or whereabouts
cannot reasonably be ascertained; (3)
he is not reasonably available; or (4)
the pregnancy resulted from rape.

§46.208 Activities directed toward
fetuses in utero as subjects.

(a) No fetus in utero may be involved
as a subject in any activity covered by
this subpart unless: (1) The purpose of
the activity is to meet the health needs
of the particular fetus and the fetus
will be placed at risk only to the min-
imum extent necessary to meet such
needs, or (2) the risk to the fetus im-
posed by the research is minimal and
the purpose of the activity is the devel-
opment of iIimportant biomedical
knowledge which cannot be obtained
by other means.
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